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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election of Group II, claims 33, 37-57, and 66-68 in the reply filed on 02 
September 2008 is acknowledged. Because applicant did not distinctly and specifically point out 
the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

2. Claims 1-6, 8-12, 15-20, 22, 23, 27-29, and 63-65 have been withdrawn from further 
consideration pursuant to 37 CFR 1 . 142(b) as being drawn to a nonelected invention, there being 
no allowable generic or linking claim. Election was made without traverse in the reply filed on 
02 September 2008. 

Drawings 

3 . New corrected drawings in compliance with 37 CFR 1 . 1 2 1 (d) are required in this 
application because: 

a. The lettering is not of proper size, uniform density, and well-defined in Figure(s) 
la-15g; and 

b. The lines are not clean, well-defined, and of uniform thickness in Figure(s) la- 15; 

4. Applicant is advised to employ the services of a competent patent draftsperson outside 
the Office, as the U.S. Patent and Trademark Office no longer prepares new drawings. The 
corrected drawings are required in reply to the Office action to avoid abandonment of the 
application. The requirement for corrected drawings will not be held in abeyance. 
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INFORMATION ON HOW TO EFFECT DRAWING CHANGES 



Replacement Drawing Sheets 

Drawing changes must be made by presenting replacement sheets which incorporate the desired 
changes and which comply with 37 CFR 1 .84. An explanation of the changes made must be 
presented either in the drawing amendments section, or remarks, section of the amendment 
paper. Each drawing sheet submitted after the filing date of an application must be labeled in the 
top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). A 
replacement sheet must include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. The figure or figure number of the amended 
drawing(s) must not be labeled as "amended." If the changes to the drawing figure(s) are not 
accepted by the examiner, applicant will be notified of any required corrective action in the next 
Office action. No further drawing submission will be required, unless applicant is notified. 

Identifying indicia, if provided, should include the title of the invention, inventor's name, and 
application number, or docket number (if any) if an application number has not been assigned to 
the application. If this information is provided, it must be placed on the front of each sheet and 
within the top margin. 

Annotated Drawing Sheets 

A marked-up copy of any amended drawing figure, including annotations indicating the changes 
made, may be submitted or required by the examiner. The annotated drawing sheet(s) must be 
clearly labeled as "Annotated Sheet" and must be presented in the amendment or remarks section 
that explains the change(s) to the drawings. 

Timing of Corrections 

Applicant is required to submit acceptable corrected drawings within the time period set in the 
Office action. See 37 CFR 1.85(a). Failure to take corrective action within the set period will 
result in ABANDONMENT of the application. 

If corrected drawings are required in a Notice of Allowability (PTOL-37), the new drawings 
MUST be filed within the THREE MONTH shortened statutory period set for reply in the 
"Notice of Allowability." Extensions of time may NOT be obtained under the provisions of 37 
CFR 1 . 136 for filing the corrected drawings after the mailing of a Notice of Allowability. 
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Claim Objections 

5. Claims 46-49 objected to under 37 CFR 1.75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claims 46-49 all depend, directly or indirectly, from canceled 
claim 34. 



Claim Rejections - 35 USC § 101 & 112 

6. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 33, 37-57, and 66-68 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific, substantial, and credible asserted utility or a well 
established utility. Attention is directed to MPEP 2107.01 I [R-5], which states in part: 

A. Specific Utility 

A "specific utility" is specific to the subject matter claimed >and can "provide a 
well-defined and particular benefit to the public." In re Fisher, All F.3d 1365, 1371, 76 
USPQ2d 1225, 1230 (Fed. Cir. 2005)<. ..For example, indicating that a compound may 
be useful in treating unspecified disorders, or that the compound has "useful biological" 
properties, would not be sufficient to define a specific utility for the compound. >See, 
e.g., In re Kirk, 376 F.2d 936, 153 USPQ 48 (CCPA 1967); In re Jofy, 376 F.2d 906, 153 
USPQ 45 (CCPA 1967).< Similarly, a claim to a polynucleotide whose use is disclosed 
simply as a "gene probe" or "chromosome marker" would not be considered to be 
specific in the absence of a disclosure of a specific DNA target. >See In re Fisher, 421 
F.3d at 1374, 76 USPQ2d at 1232 ("Any EST [expressed sequence tag] transcribed from 
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any gene in the maize genome has the potential to perform any one of the alleged uses. . . . 
Nothing about [applicant's] seven alleged uses set the five claimed ESTs apart from the 
more than 32,000 ESTs disclosed in the [ ] application or indeed from any EST derived 
from any organism. Accordingly, we conclude that [applicant] has only disclosed general 
uses for its claimed ESTs, not specific ones that satisfy § 101 .").< A general statement of 
diagnostic utility, such as diagnosing an unspecified disease, would ordinarily be 
insufficient absent a disclosure of what condition can be diagnosed. Contrast the situation 
where an applicant discloses a specific biological activity and reasonably correlates that 
activity to a disease condition. Assertions falling within the latter category are sufficient 
to identify a specific utility for the invention. Assertions that fall in the former category 
are insufficient to define a specific utility for the invention, especially if the assertion 
takes the form of a general statement that makes it clear that a "useful" invention may 
arise from what has been disclosed by the applicant. Knapp v. Anderson, 477 F.2d 588, 
177 USPQ 688 (CCPA 1973). 
B. Substantial Utility 

*> "[A]n application must show that an invention is useful to the public as 
disclosed in its current form, not that it may prove useful at some future date after further 
research. Simply put, to satisfy the 'substantial' utility requirement, an asserted use must 
show that the claimed invention has a significant and presently available benefit to the 
public." Fisher, 421 F.3d at 1371, 76 USPQ2d at 1230. The claims at issue in Fisher were 
directed to expressed sequence tags (ESTs), which are short nucleotide sequences that 
can be used to discover what genes and downstream proteins are expressed in a cell. The 
court held that "the claimed ESTs can be used only to gain further information about the 
underlying genes and the proteins encoded for by those genes. The claimed ESTs 
themselves are not an end of [applicant's] research effort, but only tools to be used along 
the way in the search for a practical utility. . . . [Applicant] does not identify the function 
for the underlying protein-encoding genes. Absent such identification, we hold that the 
claimed ESTs have not been researched and understood to the point of providing an 
immediate, well-defined, real world benefit to the public meriting the grant of a patent." 
Id. at 1376, 76 USPQ2d at 1233-34). 

9. As presently worded, claims 33, 37-57, and 66-68 are drawn to a method for analysis of 
samples using combined sample treatment and sample carrier device. The "sample" can be 
virtually anything and no claim, independent or dependent, defines the sample as being any one 
or combination of compounds, or that there is any condition, predisposition, trait, disease, etc., 
that is to be deduced by analysis of the sample. 
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10. The claims do not distinguish between those molecules (samples) that do and do not have 
utility under 35 USC 101 but rather, encompasses any and all manner of nucleic acids. The 
claimed method must result in a product that has utility. Not all compounds, or samples, have a 
specific, substantial, and credible asserted utility. The instantly claimed method does not 
differentiate between those samples that do, and those that do not have a specific, substantial, 
and credible asserted utility. 

1 1 . While the claims currently before the Office are all drawn to a method and not to a 

product, such does not alter the requirements of satisfying the utility requirements of 35 USC 

101. In support of this position, attention is directed to Brenner, Comr. Pats. v. Manson, 148 

USPQ 689 (US Sup Ct 1966): 

We find absolutely no warrant for the proposition that although Congress intended that 
no patent be granted on a chemical compound whose sole "utility" consists of its potential 
role as an object of use-testing, a different set of rules was meant to apply to the process 
which yielded the unpatentable product. 24 That proposition seems to us little more than 
an attempt to evade the impact of the rules which concededly govern patentability of the 
product itself 

This is not to say that we mean to disparage the importance of contributions to the fund 
of scientific information short of the invention of something "useful," or that we are blind 
to the prospect that what now seems without "use" may tomorrow command the grateful 
attention of the public. But a patent is not a hunting license. It is not a reward for the 
search, but compensation for its successful conclusion. 

12. Applicant is urged to consider amending the claims such that the claims are drawn to a 
method that results in a product that unquestionably does have utility under 35 USC 101 and 
which is adequately supported by the original disclosure. 

13. Claims 33, 37-57, and 66-68 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific, substantial, and 
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credible asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

A review of the disclosure fails to find where applicant has set forth any specific reaction 
conditions and essential starting materials. While reference has been made to "biomolecules," 
such generalized suggestions as to how the claimed method is to be practiced lacks the precision 
needed to enable the full scope of the claimed invention. The situation at hand is analogous to 
that in Genentech v. Novo Nordisk A/S 42 USPQ2d 1001. As set forth in the decision of the 
Court: 

" '[T]o be enabling, the specification of a patent must teach those skilled in the 
art how to make and use the full scope of the claimed invention without undue 
experimentation.' In re Wright 999 F.2d 1557, 1561, 27 USPQ2d 1510, 1513 
(Fed. Cir. 1993); see also Amgen Inc. v. Chugai Pharms. Co., 927 F. 2d 1200, 
1212, 18 USPQ2d 1016, 1026 (Fed Cir. 1991); In re Fisher, All F. 2d 833, 166 
USPQ 18, 24 (CCPA 1970) ('[T]he scope of the claims must bear a reasonable 
correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art.'). 

"Patent protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. See 
Brenner v. Manson, 383 U.S. 519, 536, 148 USPQ 689, 696 (1966) (stating, in 
context of the utility requirement, that 'a patent is not a hunting license. It is not a 
reward for the search, but compensation for its successful conclusion.') Tossing 
out the mere germ of an idea does not constitute enabling disclosure. While every 
aspect of a generic claim certainly need not have been carried out by an inventor, 
or exemplified in the specification, reasonable detail must be provided in order to 
enable members of the public to understand and carry out the invention. 

"It is true . . . that a specification need not disclose what is well known in the art. 
See, e.g., Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1385, 
231 USPQ 81, 94 (Fed. Cir. 1986). However, that general, oft-repeated statement 
is merely a rule of supplementation, not a substitute for a basic enabling 
disclosure. It means that the omission of minor details does not cause a 
specification to fail to meet the enablement requirement. However, when there is 
no disclosure of any specific starting material or any of the conditions under 
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which a process can be carried out, undue experimentation is required; there is a 
failure to meet the enablement requirement that cannot be rectified by asserting 
that all the disclosure related to the process is within the skill of the art. It is the 
specification, not the knowledge of one skilled in the art, that must supply the 
novel aspects of an invention in order to constitute adequate enablement. This 
specification provides only a starting point, a direction for further research. 
(Emphasis added) 

For the above reasons, and in the absence of convincing evidence to the contrary, claims 33, 37- 
57, and 66-68 are rejected under 35 U.S.C. 1 12, first paragraph. 

14. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

15. Claims 46-49 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Said claims depend from canceled claim 34. 

Conclusion 

16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

17. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, Ph.D. can be reached on (571) 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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18. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bradley L. Sisson/ 

Primary Examiner, Art Unit 1634 



